






















SonoScape SSI. 1000/SSI-5000 Diagnostic Ultrasound System SonoScape Company, LTD

AUG 9 - z005 K c 519e
PREMARKET NOTIFICATION [510(k)] Summary

Trade Name: SonoScape Ultrasound System, SSI-1000/SSI-5000 TM with 6V1

Micro-convex EndoCavity Linear Array, 10L1 Linear Array, MPTEE

Multi-plane Trans-Esophageal Phased Array, 5P1 Phased Array, and

C611 Micro-Convex Linear Array transducers.

Common Name: Diagnostic Ultrasound System and Transducers

Classification Names: Ultrasonic Pulsed Echo Imaging System, 90 IYO

Ultrasonic Pulsed Doppler Imaging System, 90 IYN

Diagnostic Ultrasound Transducer, 90 ITX

Manufacturer's Name: SonoScape Company Limited

4/F., Yizhe Building, Yuquan Road,

Nanshan, 518051, Shenzhen, China

Contact: Mr. Jinzhong Yao, President

Telephone: (86) 755-26722890

Fax: (86) 755-26722850

U.S. Agent: Bob Leiker
Quality & Regulatory Services, Inc.
Dublin, CA 94568

Predicate Devices: SonoScape SSI-1 000/SSI-5000, K042369 and the GE LogiQ 500,

K970901, K991611, and K010329

Device Description: The SonoScape SSI-1000/SSI-5000 ultrasound system is an

integrated preprogrammed color ultrasound imaging system, capable of producing high detail

resolution intended for clinical diagnostic imaging applications.

The all digital architecture with progressive dynamic receive focusing allows the system to

maximize the utility of all imaging transducers to enhance the diagnostic utility and

confidence provided by the system. The exam dependent default setting allows the user

to have minimum adjustment for imaging the patient, while the in depth soft-menu control

allows the advanced user to set the system for different situations.
The SonoScape System can be configured either as a portable (SSI-1000) model, or as a
roll-around model on wheels (SSI-5000).
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Intended Use: The device is a general-purpose ultrasonic imaging instrument intended for

use by a qualified physician for evaluation of Abdomen; Pediatric; Small Organ

(breast, tests, thyroid); heart soft tissue; Peripheral Vascular, Musculo-skeletal

(conventional) and Urology.

Technological Characteristics
Display Modes Single and dual 2-D; Display of Duplex 2-D/M-mode; 2-D/Pulsed Doppler and

Tnplex 2-DICD/Pulsed Doppler image formats; Dual B and Color in real time
Measurements Distance; area; circumference; calipers; velocity, Pi, RI. Cardiac. OB and Vascular

package
Principle of Applying high voltage burst to the Piezoelectric material in the transducer and

Operation detect the reflected echo to construct the 2-D B-mode, Doppler color, and Doppler
spectrum image for diagnostic purpose.

Operating * TGC 8 slider, +/- 24dB
Controls · Depth Range: 3 to 24 cm

* Image sector size: 32 lines to full B (256 lines)
* Image Sector position: Steering within full maximum
* B orientation flip: L/R key with marking on the screen
* B Dynamic range control: preset 5 curves over 50-90 dB
* Gray Scale Control: 8 Settings
* Focal Number: 16 focal zone setting
* B persistence: 30-90% recursive
* Image Processing: Smoothing, edge enhancement
* PW sweeping speed 2,4,8 sec over display.
* PW Wall filter setting: 16 settings, 0.25 to 20% of PRF
· PW sample volume: 0.5 to 10mm with 0.5mm step size.
* PW/B update: with UPDATE key
* PW cursor steering: Steer soft key
* PW angle correction: 0 to 70 degree user control
* PW trace: Peak, Mean
* PW spectrum dynamic range: 5 preset curve over 15-48 dB
* Spectrum baseline shift and invert
* Color ROI setting: trackball and set key to control size and position
* Color steering on flat probe: +, 0, -

* Color Wall Filter: Color wall filter with 16 selection, 0.25-20% of PRF
* Color & B priority: C-B priority soft menu
* Color Packet size: preset per Exam range from 8 to 12
* Color spatial filter. preset per Exam, horizontal, vertical, off
* Zoom factor. 1 to 10 continuously
· Cine control: step, play backward, play continuously

Acoustic Track 3; MI, TIS, TIC, TIB
Output Derated Ispta: 720mW/cm2 maximum, TiSrIlBITIC:0.1-4.0 Range, Mechanical

Index: 1.9 Maximum, or Derated Isppa: 190 W/cm2 max

Display Time/date/year; transducer type; power output in %; frames per second;
Annotations persistence; and compression settings; image depth; patient name and ID;

institution name; focal position; TGC curve display;, Doppler & M scale in sec;
Doppler angle correction cursor, EKG trace; probe tip temperature / angle for
MPTEE; free form annotation anywhere on image; trackball controlled; selective or

global erase of the display annotations, body markers with transducer annotations
Safety IEC601-1 International Electrotechnical Comission; Medical Electrical Equipment
Compliance IEC60601-2 International Electrotechnical Comission; Electromagnetic

Compatibili/t
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